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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 8 and 9 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

3. Claim 8 recites the limitation "in the chamber" in line 3. There is insufficient 
antecedent basis for this limitation in the claim. Claim 1 from which claim 8 depends 
comprises a main chamber and a plenum chamber. It is unclear as to which chamber 
the Applicant is referring to. 

4. Claim 9 recites the limitation "the means" in line 1 . There is insufficient 
antecedent basis for this limitation in the claim. It is suggested for the Applicant to 
amend the claim as though it reads, "the apparatus." 



Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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2. Claims 1 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hornby (U.S. Patent No. 5,906,794) in view of McVey et al. (U.S. Publication No. 
2004/0184950). 

Hornby discloses an enclosure (30) for carrying out an operation under sterile 
conditions comprising a main chamber (11), a plenum chamber, a filter (15 and 23) 
separating the plenum chamber from the main chamber, a pump (16) for the plenum 
chamber for delivering air into the plenum chamber and then through the filter to the 
main chamber to create a filtered flow of air through the chamber and means for 
drawing gas from the enclosure via an outlet from the plenum chamber to create a flow 
from the main chamber through the filter decontaminating the filter and through the 
plenum chamber to the outlet to maintain pressure in the main and plenum chambers 
below atmospheric so that any leak paths result in leakage from the atmosphere into the 
chambers (column 1, lines 35-50; column 2, lines 26-40). Hornby does not appear to 
disclose that the main chamber contains a first apparatus disposed within the chamber 
for generating and delivering a sterilant vapour from a supply held within the chamber to 
be distributed throughout the chamber to sterilize the surfaces. McVey discloses an 
enclosure for carrying out an operation under sterile conditions comprising a main 
chamber as shown in Figure 1 . The reference continues to disclose that the main 
chamber contains a first apparatus (42) disposed within the chamber in order to 
generate and deliver a sterilant vapour from a supply held within the chamber to be 
distributed throughout the chamber to sterilize the surfaces (paragraph 23). Thus, it 
would have been obvious to one of ordinary skill in the art at the time of the invention to 
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include a first apparatus disposed within the main chamber in order to generate and 

* 

deliver a sterilant vapour from a supply held within the chamber to be distributed 
throughout the chamber to sterilize the surfaces as exemplified by McVey. 

Regarding claim 6, as described above with respect to claim 1 Hornby continues 
to disclose that the enclosure has a main chamber and a plenum chamber separated 
from the main chamber by a filter, the plenum chamber having a pump (16) for 
delivering air into the plenum chamber through the filter (15 and 23) to the main 
chamber to create a filtered flow of air through the chamber and the means for drawing 
gas from the chamber remote from the first apparatus is connected to the plenum 
chamber as shown in Figure 2 (column 1, lines 35-50; column 2, lines 26-40). Hornby 
does not appear to disclose an apparatus for producing sterilant vapour located within 
the main chamber and within which the operation to be carried out in the chamber is 
performed. McVey discloses an enclosure for carrying out an operation under sterile 
conditions comprising a main chamber as shown in Figure 1. The reference continues 
to disclose that the main chamber contains a first apparatus (42) disposed within the 
chamber in order to generate and deliver a sterilant vapour from a supply held within the 
chamber to be distributed throughout the chamber to sterilize the surfaces (paragraph 
23). Thus, it would have been obvious to one of ordinary skill in the art at the time of 
the invention to include a first apparatus disposed within the main chamber in order to 
generate and deliver a sterilant vapour from a supply held within the chamber to be 
distributed throughout the chamber to sterilize the surfaces as exemplified by McVey. 
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3. Claims 2-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hornby (U.S. Patent No. 5,906,794) in view of McVey et al. (U.S. Publication No. 
2004/0184950) as applied to claim 1 above, and further in view of Childers (U.S. Patent 
No. 5,906,794). 

Regarding claims 2-4, Hornby continues to disclose that the means for drawing 
gas from the enclosure comprises a fan (32) located in a conduit connected to an outlet 
from the enclosure. Hornby does not appear to disclose a means for rendering sterilant 
reaching the conduit ineffective to avoid release of sterilant to the atmosphere. Childers 
discloses an enclosure for carrying out an operation under sterile conditions comprising 
a main chamber and an apparatus for generating and delivering a sterilant vapor to the 
chamber as shown in Figure 6. The reference continues to disclose an outlet from the 
chamber that contains a means (20) for rendering the sterilant reaching a conduit 
ineffective comprising a catalytic converter that is located upstream of a fan in order to 
decompose the sterilant to harmless constituents comprising water and oxygen (column 
5, lines 59-65). Therefore, it would have been obvious to one of ordinary skill in the art 
at the time of the invention to modify the apparatus of Hornby to include a means for 
rendering the sterilant reaching a conduit ineffective comprising a catalytic converter 
that is located upstream of a fan in order to decompose the sterilant to harmless 
constituents comprising water and oxygen as exemplified by Childers. 

4. Claims 5 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hornby (U.S. Patent No. 5,906,794) in view of McVey et al. (U.S. Publication No. 
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2004/0184950) and Childers (U.S. Patent No. 5,906,794) as applied to claims 3 and 4 
above, and further in view of McClure (U.S. Patent No. 4,601 ,885). 

Hornby in view of McVey and Childers is relied upon as set forth above. 
Regarding claim 5 and 12, Hornby in view of McVey and Childers does not appear to 
disclose that the conduit has selectively operable valve controlled outlets of larger and 
smaller capacities, the smaller capacity outlet being open during said period when the 
enclosure is to be maintained at a predetermined reduced pressure and the larger valve 
controlled outlet being opened during discharge of the sterilant atmosphere from the 
enclosure. McClure discloses a sterilization system for an enclosure that includes and 
outlet to relieve pressure from within the system (column 2, lines 15-24). The reference 
continues to disclose that the outlet has selectively operable valve controlled outlets of 
larger and smaller capacities, the smaller capacity outlet (41) is capable of being open 
during a period when the enclosure is to be maintained at a predetermined reduced 
pressure and the larger valve (38) is capable of being opened during discharge of the 
sterilant atmosphere from the enclosure (column 4, lines 1-35; Figure 2). McClure also 
discloses that the valves are utilized in order to control the pressure throughout the 
system. Thus, it would have been obvious to one of ordinary skill in the art at the time 
of the invention to modify the outlet conduit of Hornby to include selectively operable 
valve controlled outlets of larger and smaller capacities, the smaller capacity outlet is 
capable of being open during a period when the enclosure is to be maintained at a 
predetermined reduced pressure and the larger valve is capable of being opened during 
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discharge of the sterilant atmosphere from the enclosure in order to accurately control 
the pressure throughout the system as exemplified by McClure. 
5. Claims 7, 10 and 1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hornby (U.S. Patent No. 5,906,794) in view of McVey et al. (U.S. Publication No. 
2004/0184950) as applied to claim 6 above, and further in view of Krainiak et al. (U.S. 
Patent No. 5,711,705). 

Hornby in view of McVey is relied upon as set forth in reference to claim 6. Concerning 
claims 7 and 10, While Hornby discloses an outlet from the plenum chamber, Hornby in 
view of McVey does not appear to disclose that the outlet from the plenum chamber 
contains an exhaust filter though which air/sterilant vapour is drawn from the chamber. 
Krainiak discloses an enclosure for carrying out an operation under sterile conditions 
comprising a plenum chamber, a filter separating the plenum chamber from the main 
chamber, a pump for the plenum chamber for delivering air into the plenum chamber 
and then through the filter to the main chamber to create a filtered flow of air through the 
chamber and means for drawing gas from the enclosure via an outlet from the main 
chamber to create a flow of sterilant vapour from the main chamber through the filter 
decontaminating the filter and through the plenum chamber (Figure 3, columns 3 and 4). 
The reference continues to disclose an outlet that comprises an exhaust filter (34) in 
order to remove particulates from the pathway to the atmosphere (column 4, lines 5-8; 
column 4, lines 35-45). Thus, it would have been obvious to one of ordinary skill in the 
art at the time of the invention to modify the apparatus of Hornby to include an exhaust 
filter in the outlet conduit though which air/sterilant vapour is drawn from the chamber in 
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order to remove particulates from the pathway to the atmosphere as exemplified by 
Krainiak. Regarding claim 1 1 , The Manual of Patent Examining Procedures discloses 
that in In re Harza, 274, F.2d 669, 124 USPQ 378 (CCPA 1960), a mere duplication of 
parts for a multiplied effect has no patentable significance unless a new and unexpected 
result is produced (See MPEP 2144.04). Accordingly, the addition of two spaced filters 
in the outlet is considered to be not patentably distinct from the disclosed references. 
6. Claims 8 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hornby (U.S. Patent No. 5,906,794) in view of McVey et al. (U.S. Publication No. 
2004/0184950) as applied to claim 1 above, and further in view of Morrow et al. (U.S. 
Patent No. 2002/0168305). 

Hornby is relied upon as set forth in reference to claim 1 . Hornby does not 
appear to disclose that the enclosure contains a second apparatus comprising a 
housing containing a catalytic converter for converting the sterilant into harmless 
byproducts for disposal and means for circulating the atmosphere of the chamber 
through the housing to reduce the sterilant concentration in the atmosphere when the 
sterilization operation has been performed. Morrow discloses an apparatus for use in 
an enclosure that is capable of rendering sterilant in the atmosphere in a chamber 
ineffective (paragraphs 2 and 46-49). The reference continues to disclose that the 
means contains a housing (12) containing a catalytic converter (paragraph 57) capable 
of converting the sterilant into harmless byproducts for disposal and means (20) for 
circulating the atmosphere of the chamber through the housing capable of reducing a 
sterilant concentration in the atmosphere when a sterilization operation has been 
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performed. The second apparatus is utilized to provide an airstream free from 
contamination and other elements harmful to people. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time of the invention to modify the 
apparatus of Hornby to include a second apparatus comprising a housing containing a 
catalytic converter capable of converting the sterilant into harmless byproducts for 
disposal and means for circulating the atmosphere of the chamber through the housing 
capable of reducing a sterilant concentration in the atmosphere when a sterilization 
operation has been performed in order to provide an airstream free from contamination 
and other elements harmful to people as exemplified by Morrow. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kevin C. Joyner whose telephone number is (571) 272- 
2709. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gladys Corcoran can be reached on (571) 272-1214. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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SUPERVISORY PATENT EXAMINER 




